
Comparison of Amerge and Frovatriptan

This information is provided in response to your request for information about Amerge® Tablets
(naratriptan hydrochloride).

SUMMARY

• We are unaware of any studies comparing Amerge with Frova® (frovatriptan succinate) for the
acute treatment of migraine headache.

• An openlabel study (n=23) has compared Amerge and frovatriptan for the preventive of frequent
migraine headaches.

• Important safety information is found in the attached Prescribing Information.

Oliver et al conducted an openlabel, randomized, prospective study to evaluate frovatriptan and Amerge
for preventive treatment of frequent migraine headaches.(1) The patients (19 female, 4 male) were
randomized into two parallel treatment groups [Group A: frovatriptan 2.5 mg tablets daily for 1 week,
followed by a 1week washout period, and were then switched to Amerge 2.5 mg daily for 1 week; Group
B: Amerge 2.5 mg daily for 1 week and were then switched to frovatriptan 2.5 mg as in Group A]. Patients
were eligible for the study if all of the following applied: 15  65 years of age, history of migraine or
probable migraine (International Headache Society [IHS] 1.1, 1.2, 1.7), three or more headaches per week,
triptanresponsive, frovatriptan and Amergenaïve, and negative pregnancy test or authorized birth control
method for female patients. Patients were not eligible if they had previous exposure to frovatriptan or
Amerge, cardiac history, muscletension headache or postconcussion headache, or triptan failure.

The primary objective was to evaluate efficacy of frovatriptan 2.5 mg compared with Amerge 2.5 mg.
Fifty percent of the time, patients reported fewer headaches per week with Amerge, and 80% of the time
reported less severe headaches with Amerge. Statistical significance was not assessed.

Secondary objectives were patient preference, as well as tolerability and safety. Patient preference was
measured using a written survey. Eighteen of the 23 patients preferred Amerge, three preferred frovatriptan,
and two had no preference. Tolerability and safety were measured using the incidence of side effects.
Eight patients reported side effects with frovatriptan, and one patient reported side effects with Amerge.

Use of rescue medication was lower compared with baseline for each of the study drugs. Additionally,
patients taking Amerge used fewer doses of rescue medication as compared to those taking frovatriptan.

Enclosure: Prescribing Information for Amerge Tablets

Some information contained in this response is outside the approved Prescribing Information.
This product is not approved for the use described. This response is not intended to offer
recommendations for administering this product in a manner inconsistent with its approved labeling.

In order for GlaxoSmithKline to monitor the safety of our products, we encourage healthcare
professionals to report adverse events or suspected overdoses to the company at 8888255249.
Please consult the attached Prescribing Information.

This response was developed according to the principles of evidencebased medicine and, therefore,
references may not be allinclusive.
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